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L Basis of the report 



1. With regard to the elements of the international application:* 
the international application as originally filed 
the description: 

pages 



□ 



, as originally filed 
, filed with the demand 



pages 



, filed with the letter of 



□ 



the claims: 

pages 

pages 

pages 



, as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



_ , filed with the letter of 



□ 



the drawings: 

pages 

pages 

pages 



, as originally filed 
, filed with the demand 



_, filed with the letter of 



| | the sequence listing part of the description: 



pages 
pages 



, as originally filed 

m , filed with the demand 



m , filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

| the language of a translation furnished for the purposes of international search (under Rule 23 . 1 (b)). 
| the language of publication of the international application (under Rule 48.3(b)). 

[ the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 

or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

| | contained in the international application in written form 

[~| filed together with the international application in computer readable form. 

I | furnished subsequently to this Authority in written form. 

| | furnished subsequently to this Authority in computer readable form. 

[_ 1 The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. " " " " " ~ 



□ 



The amendments have resulted in the cancellation of: 

I I the description, pages 

I I the claims, Nos. 

1 I the drawings, sheets/fig 



I I This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
' — ' beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendtnents (Rule 70.16 
and 70.17). 

** Any replacement sheet containing such amendhnents must be referred to under item 1 and annexed to this report. 
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m. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



1. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been examined in respect of: 

I I me entire international application. 



claims Nos. 8-12 



because: 



the said international application, or the said claims Nos. 8-12 



relate to the following subject matter which does not require an international preliminary examination (specify): 
SEE SUPPLEMENTAL SHEET 



□ the description, claims or drawings (indicate particular elements below) or said claims Nos. . 
are so unclear that no meaningful opinion could be formed (specify): 



□ the claims, or said claims Nos. are so inadequately supported 
by the description that no meaningful opinion could be formed. 

^\ no international search report has been established for said claims Nos. 8-12 . 



2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino acid 
sequence listing to comply with the standard provided for in Annex C of the Administrative Instructions: 

j [ the written form has not been furnished or does not comply with the standard. 

[ | the computer readable form has not been furnished or does not comply with the standard. 
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Supplemental Box . 

| (To be used when the space in any of the preceding boxes is not sufficient) . 




Continuation of: XII. 1 • 




Claims 8-12 pertain to methods for treatment o£ the 
human body by surgery or therapy and to diagnostic 
methods, and thus relate to subject matter which does not 
require international preliminary examination by this 
International Preliminary Examining Authority, under the 
provisions of PCT Article 34(4) (a) (i) and PCT Rule 
67.1 (iv) . 

_ p . . 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement 

Novelty (N) 

Inventive step (IS) 
Industrial applicability (EA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-7 



1-7 



1-7 



YES 
NO 
YES 
NO 

YES 
NO 



Citations and explanations 

Document 1: JP 8-176016 A (University of Miami), 9 July 
1996 

Document 2: JP 2000-247871 A (Santen Pharmaceutical Co., 
Ltd.), 12 September 2000 

Document 3: Yutaka Nakano, "Ryokunaishou shujutsu to 5- 
fluorouracil (5-FU)", Rinsho Ganka, 1989, 
Vol. 43, No. 13, pp. 1929-1933 



(i) The inventions set forth in claims 1-7 are not novel 
and do not involve an inventive step in the light of 
document 1, cited in the international search report. 

Claims 1 and 2 of document 1 cited in the 
international search report disclose a drug delivery 
composition for administration by injection into the human 
body, in a form such as ultrafine particles or micro- 
spheres containing a biodegradable polymer and an agent 
active in the formulation. The use of a polymer such as 
poly (lactic acid) or poly (ethylene glycol) and a drug such 
as an anti- inflammatory agent, an antiviral agent or an 
anticancer agent is also disclosed (claims 3 and 5) . 
Moreover, reference to column 6, lines 9-20, indicates 
that aforementioned drug delivery compositions can be 
employed for bringing about subconjunctival drug release. 
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(ii) The inventions set forth in claims 1-7 do not 
involve an inventive step in the light of documents 1-3, 
cited in the international search report. 

Document 2 cited in the international search report 
discloses a system for controlling the release of a drug 
into the retina or lens, characterized by the 
administration of a particulate system comprising 
nanospheres of 200 nm or less, formed by a polymer which 
can degrade in the body and containing a drug (claims 
1-6) . 

Similarly, document 3 cited in the international 
search report discloses subconjuctival administration of a 
drug against proliferative vitreoretinopathy . 

Therefore, a person skilled in the art could easily 
use a particulate system comprising nanospheres of 200 nm 
or less in order to administer a drug to the retina and 
lens, etc., and select subconjunctival administration; and 
no recognizable special effect is offered by so doing. 
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VI. Certain documents cited 



1 . Certain published documents (Rule 70. 10) 

Application No. Publication date Filing date Priority date (valid claim) 

Patent No. (day/month/year) (day/month/year) (day/month/year) 



JP 2002-326962 A 15 November 2002 (15. 1 1.2002) 02 April 2001 (02.04.2001) 03 April 2000 (03.04.2000) 
[EX] 



2. Non-written disclosures (Rule 70.9) 

Date of written disclosure 

Kind of non-written disclosure Date of non-written disclosure referring to non-written disclosure 

(day/month/year) (day/month/year) 
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